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1 . The site of damage within the spinal cord will be localized by MRI. A laminectomy 
will be performed at a location one segment above or below the site of damage. 
With the spinal cord revealed, the dura will be opened and a needle inserted into 
the spinal cord to deliver the cells. 

IOTE: AH draws of fluid must be done very slowly to prevent bubble formation. 

2. Gently resuspend (do not shake) the celis for transplant (which have collected into 
a pellet) by repetitively rotating the vial 90° to the right and to the left until the 
pellet of cells has dislodged and a uniformly cloudy suspension is achieved. 

3. Place the tip of the needle in the cryoviak containing the celi suspension for 
transplant and draw up a maximum of 2(. ul. 

4. Cells will be delivered to the selected sita of the spinal cord bilaterally, and along 
the entire segment. The distance between tracts along the segment will be 
approximately 1 - 3 mm. Effort should be made to evenly space the bilateral 
distance between injection tracts. The e^act number of injections will be 
dependent on the segment of the cord being transplanted because of the variation 
in the size of segments along the spinal cord. 

5. The cells must be injected slowly into the i spinal cord to avoid cells being forced 
back along the needle tract and out of t{?3 target site. The volume of cells to be 
injected at each site is a maximum of 20 microliters, which Is equal to 2 million 
cells. Once the target site is selected, thje needle is inserted approximately 

3 - 7 mm deep into the spinal cord targe^ng the ventral horn gray matter. Cells 
are to be injected at a rate of approximately 4 \i\ per minute until 10— 20 ul cells 
are injected. 

6. After the final injection of cells at a targetisite, the needle/syringe will be held in S3 
place for 2-5 minutes. This wait period will allow the cells and Injection solution to H 
equilibrate with surrounding tissue to minimize the chance of leakage of cells > 
along the needle tract. <J 
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8. Record the following information on the attached form: 

Injection site number 
Start time (cannula inserted) 
Stop time (removal of cannula) 
Distance between deposits 
Number of deposits 

9. Repeat steps for each of the remaining injection tracts. 
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> 1 . The site of damage within the spinal coro* will be locked by MRI. A laminectomy 
will be performed at a location one segment aboveyor below the site of damage. 
With the spinal cord revealed, the dura will be opened and a needle inserted into 
the spinal cord to deliver the cells. 

OTE: All draws of fluid must be done very slowly to prevent bubble formation* 

2. Gently resuspend (do not shake) the cells for transplant (which have collected into 
a pellet) by repetitively rotating the vial 90° to the right and to the left until the 
pellet of cells has dislodged and a uniformly cloudy suspension is achieved. 

3. Place the tip of the needle in the cryovial containing the cell suspension for 
transplant and draw up a maximum of 2d; ul. 

4. Cells will be delivered to the selected site? of the spinal cord bilaterally, and along 
the entire segment The distance between tracts along the segment will be 
approximately 1-3 mm. Effort should ble made to evenly space the bilateral 
distance between injection tracts. The e*act number of injections will be 
dependent on the segment of the cord being transplanted because of the variation 
in the size of segments along the spinal cord. 

5. The cells must be injected slowly into the; spinal cord to avoid calls being forced 
back along the needle tract and out of the target site. The volume of cells to be 
injected at each site is a maximum of 2fj|microllters J which is equal to 2 million 
cells. Once the target site is selected, the needle is inserted approximately 

3 - 7 mm deep into the spinal cord targeting the ventral horn gray matte?. Cells 
are to be injected at a rate of approximately 4 u.1 per minute until 10—20 ul cells 
are Injected. ^ 

6. After the final injection of cells at a target site, the needle/syringe will be held in 
place for 2-5 minutes. This wait period v$ll allow the cells and injection solution to 
equilibrate with surrounding tissue to minimize the chance of leakage of cells 
along the needle tract. / 

7. Remove the needle / syringe from spinal cord. 
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8. Record the following information on the attached form: 

• Injection site number 

• Start time (cannula inserted) 

• Stop time (removal of cannula) '., 

• Distance between deposits v 

• Number of deposits 

9, Repeat steps for each of the remaining injection tracts. 
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1 . The site of damage within the spinal cord will be localized by MRI. A laminectomy 
will be performed at a location one segment above or below the site of damage. 
With the spinal cord revealed, the dura will be opened and a needle inserted into 
the spinal cord to deliver the cells. 



2. Gently resuspend (do not shake) the cells for transplant (which have collected into 
a pellet) by repetitively rotating the vial 90° to the right and to the left until the 
pellet of cells has dislodged and a uniformly cloudy suspension is achieved. 

3. Place the tip of the needle in the cryoviaj containing the cell suspension for 
transplant and draw up a maximum of 26 u.l. 

4. Cells will be delivered to the selected site of the spinal cord bilaterally, and along 
the entire segment. The distance between tracts along the segment will be 
approximately 1-3 mm. Effort should be made to evenly space the bilateral 
distance between injection tracts. The exact number of injections will be 
dependent on the segment of the cord being transplanted because of the variation 

j in the size of segments along the spinal cord. 

5. The cells must be injected slowly into the. spinal cord to avoid cells being forced 
back along the needle tract and out of the target site. The volume of cells to be 
Injected at each site is a maximum of 20 microliters, which Is equal to 2 million 
cells. Once the target site is selected, the needle is inserted approximately 

3 - 7 mm deep into the spinal cord targeting the ventral horn gray matter Cells 
are to be injected at a rate of approximately 4 u.| per minute until 1 0—20 ul cells 
are injected. 

6. After the final injection of cells at a target site, the needle/syringe will be held in 
place for 2-5 minutes. This wait period Will allow the cells and injection solution to 
equilibrate with surrounding tissue to minimize the chance of leakage of cells 
along the needle tract. 

> 7. Remove the needle / syringe from spinal; cord. 
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All draws of fluid must be done very slowly to prevent bubble formation. 
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8. Record the following information on the attached form: 

Injection site number 
Start time (cannula inserted) 
Stop time (removal of cannula) j ■ 
Distance between deposits 
Number of deposits v 

Repeat steps for each of the remaining, injection tracts. 
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1 . The site of damage within the spinal cord will be localized by MRI. A laminectomy 
will be performed at a location one segment above or below the site of damage. 
With the spinal cord revealed, the dura will be opened and a needle inserted into 
the spinal cord to deliver the cells. 



2. Gently resuspend (do not shake) the cells for transplant (which have collected into 
a pellet) by repetitively rotating the vial 90° to the right and to the left until the 
pellet of cells has dislodged and a uniformly cloudy suspension is achieved. 

3. Place the tip of the needle in the cryoviafrcontaining the cell suspension for 
transplant and draw up a maximum of 20uJ. 

4. Cells will be delivered to the selected site, of the spinal cord bilaterally, and along 
the entire segment. The distance between tracts along the segment will be 
approximately 1 - 3 mm. Effort should be made to evenly space the bilateral 
distance between injection tracts. The exact number of injections will be 
dependent on the segment of the cord being transplanted because of the variation 
in the size of segments along the spinal cord. 

5. The cells must be injected slowly into the spinal cord to avoid cells being forced 
back along the needle tract and out of the target site. The volume of cells to be 
injected at each site is a maximum of 20 microliters, which Is equal to 2 million 
cells. Once the target site is selected, the needle is Inserted approximately 
3-7 mm deep into the spinal cord targeting the ventral horn gray matter. Cells 
are to be injected at a rate of approximately 4 u.1 per minute until 1 0—20 ul cells 
are Injected. 

6. After the final injection of cells at a target bite, the needle/syringe will be held in 
place for 2-5 minutes. This wait period will allow the cells and injection solution to 
equilibrate with surrounding tissue to minimize the chance of leakage of cells 
along the needle tract. 

7. Remove the needle / syringe from spinal 0ord. 
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All draws of fluid mus t be done very slowly to prevent bubble formation. 






APPENDIX F 



JNtCAL BATCH RECORD 



lie: Administration of Porclna Spinal Cord Cells (SCIR) 
' acument Number: BR0055-0 



Revision: 00 
Effective Date 



APR 1 2 2001 



8. Record the following information on the attached form: 

• Injection site number 

• Start time (cannula inserted) 

• Stop time (removal of cannula) 
■ Distance between deposits 

• Number of deposits 

9. Repeat steps for each of the remaining injection tracts. 
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1. The site of damage within the spinal cord will be localized by MRI. A laminectomy 
will be performed at a location one segment above or below the site of damage. 
With the spinal cord revealed, the dura will be opened and a needle inserted into 
the spinal cord to deliver the cells. 

DTE: All draws of fluid must b e done very sl owly to prevent bubble formation. 

2. Gently resuspend (do not shake) the cells for transplant (which have collected into 
a pellet) by repetitively rotating the vial 90° to the right and to the left until the 
pellet of cells has dislodged and a uniformly cloudy suspension is achieved. 

3. Place the tip of the needle in the cryovial containing the cell suspension for 
transplant and draw up a maximum of 20;u.|. 

4. Cells will be delivered to the selected site of the spinal cord bilaterally, and along 
the entire segment. The distance between tracts along the segment will be 
approximately 1-3 mm. Effort should be made to evenly space the bilateral 
distance between injection tracts. The exact number of injections will be 
dependent on the segment of the cord being transplanted because of the variation 
in the size of segments along the spinal Cord. 

5. The cells must be injected slowly into the, spinal cord to avoid cells being forced 
back along the needle tract and out of the, target site. The volume of cells to be 
injected at each site is a maximum of 20 microliters, which Is equal to 2 million 
cells. Once the target site is selected, the needle is inserted approximately 
3-7 mm deep into the spinal cord targeting the ventral horn gray matter." Cells 
are to be injected at a rate of approximately 4 \i\ per minute until 10 — 20 u.l cells 
are injected. 

6. After the final injection of cells at a target site, the needle/syringe will be held in 
place for 2-5 minutes. This wait period will allow the cells and injection solution to 
equilibrate with surrounding tissue to minimize the chance of leakage of cells 
along the needle tract. 

7. Remove the needle / syringe from spinal cord. 
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8. Record the following information on the attached form: 

• Injection site number 

• Start time (cannula inserted) 

• Stop time (removal of cannula) 

• Distance between deposits 

• Number of deposits 



9. Repeat steps for each of the remaining injection tracts. 
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